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UNITED .A‘TES ENVIRONMENTAL PROTECTI™ "AGENCY /’} @ L

oate: July 19, 1979 -

susJecT: EPA File Symbol: 524-GGN SHACKLE 7 C -
Caswell #661A .

-+nou:B.T. Backus
IRB/TSS

-70:Mr, Robert Taylor
s Product Manager 25

Applicant: Monsanto Agricultural Products Company

Research Department
800 North Lindbergh Blvd.
St. Louis, MO 63166

Active Ingredient:

Isopropylamine salt of Glyphosate...ccccevcecenscccccncscan cesees 0 96%

Inert Ingred‘ents ...... € 6 €00 000000008 sBs8eD ....O........l...OOQIIQ.Qgg 04%

Recommendations:

1.

Under current Agency policy on conditional registration, the applicant is
required to either submit acute toxicological studies conducted on the
actual formulation as proposed for registration, or utilize the "Cite-all"
method of support.

[

In this application, no Acute Dermal LD50, no Oral LD50, or Primary Dermal
Irritation studies were submitted for this specific formulation. The
submitted Eye Irritation study was conducted on a 1:20 dilution of EPA Reg.
No. 524-308, rather than the 1:50 dilution proposed for registration.

The applicant should be given two choices; either to submit the required
acute toxicological studies on the proposed formulation, or utilize the
“Cite-all" method of support. :

If the "Cite-all" method of support is utilized, IRB/TSS would have no
objection, on the basis of incremental hazard to man and the environment,
to the conditional registration of this product with the labeling revision
indicated below.

Labeling:

The statement: ™It is a violation of Federal law to use this product in a manné}
inconsistent with its labeling” should appear immediately below the heading =
DIRECTIONS FOR USE. :

‘EPA FORM 1320-6 (REV. 3-78)
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Review - .
Acute Eye Irritation (rabbit); study conducted by Younger Laboratories, Inc.
123 CViff Cave Road, St. Louis, MO 63129, utilizing a 1:20 dilution of
ROUNDUP (EPA Reg. No. 524-308) in water (product as proposed for registra-
tion is a2 1:50 dilution in water). Study dated March 19, 1976; submitted
April 20, 1979; in EPA Acc. 238240.

Procedure: 0.1 ml was applied to one eye of each of 3 New Zealand white

rabbits, with Draize scoring at 1, 24, 48, 72, 120 and 168 hrs.

Results: No corneal opacity. Conjunctival irritation at 1 and 24 hrs

(slight erythema, moderate to cop1ous discharge). All scores zero at 48
hrs and afterwards.

Study Classification: Core Minimum Data

Product Classification: For the 1:20 dilution of ROUNDUP; Tox. Cat. III:

CAUTION
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* Byron T. Backus
-IRB/TSS
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